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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply ,s specrhed above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Fa.lure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C I 1 33) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Oct 2 1, 2002 

2a) □ This action is FINAL 2b) K This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

^ Claim(s) 19 **and 151-161 is/are pendjng jn the appIication> 



4a) Of the above, claim(s) 44-52, 80-88, and 151-161 

5) D Claim(s) 

6) K Claim(s) 19-43 and 53-79 

7) D Claim(s) 



8)5(1 Claims 19-88 and 151-161 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

10JD The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a )D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

1 5) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § § 1 20 and/or 1 21 . 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892, 4) Q |nterview (pT<M , 3J paper ^ 

2! □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5 ) Q Notice of Informal Patent Application (PTO- 1 52) 

31 63 information DisCosure Statements (PTO-1449) Paper No.,). 8 w ^ ^r. n0 , /c£? w comp/y sequencf} ru/es 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 9 
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Response to Amendment 

1 . The amendment filed 1 0/2 1/2002 has been entered. 

2. The rejection of claim 89 under 35 U.S.C. 102(b) anticipated by Oda et al. is withdrawn. 

3. The rejection of claims 19-21, 23, 41-43, 53-57, 59 and 77-79 under 35 U.S.C. 103(a) 
over Oda et al. is withdrawn. 

4. The rejection of claims 24, 30-3 1 , 60 and 66-67 under 35 U.S.C. 103(a) over Oda et al. 
and in view of Imani et al. is withdrawn. 

5. The rejection of claims 22, 25-29, 32-40, 58,61-65 and 68-76 under 35 U.S.C. 103(a) 
over Oda et al. in view of Imani et al. and Co. et al. is withdrawn. 

NEW GROUND OF REJECTION 
Claim Rejections - 35 USC §112 

6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected to 
make and use the same and shall set forth the best mode contemplated by the inventor'of 
carrying out his invention. 

7. Claims 19-43, 53-79 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for applying the colon specific gene protein to produce 
monoclonal antibody, does not reasonably provide enablement for producing any isolated human 
protein which binds to a protein selected from the group consisting of the sequence which 
consists of amino acid residues 1 to 323 of SEQ ID NO:16. The specification does not enable any 
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person skilled in the art to which it pertains, or with which it is most nearly connected, to (carry 
out or make the invention commensurate in scope with these claims. 

In ExparteForman ,230 USPQ 546 (Bd. App. 1986), the Board considered the issue of 
enablement in molecular biology. The Board summarized eight factors to be considered in a 
determination of "undue experimentation". These factors include: (a) the quantity of 
experimentation necessary; (b) the amount of direction or guidance presented; (c) the presence or 
absence of working examples; (d) the nature of the invention; (e) the state of the prior art; (f) the 
relative skill of those in the art; (g) the predictability of the art; and (h) the breadth of the claims. 

In considering these factors: (a) in order to practice the invention, the practitioner must be 
able to find an isolated human antibody which specifically binds to a protein selected from the 
group consisting of the sequence which consists of amino acid residues 1 to 323 of SEQ ID 
NO: 16, (b) the specification provides guidance only with regard to apply the colon specific gene 
protein to produce monoclonal antibody (See pg. 43, example 2) ; (c) working examples are 
presented only with regard to apply the colon specific gene protein to produce monoclonal 
antibody (See pg. 43, example 2) ; (d) the invention is directed to an isolated human antibody 
which specifically binds to a protein selected from the group consisting of the sequence which 
consists of amino acid residues 1 to 323 of SEQ ID NO: 16; (e) the prior art of Oda et al. teaches 
that an antibody against RI-H were raised in rabbits (See pg. 5930, column 2, third paragraph). 
The amino acid sequence of RI-H comprises Seq ID NO: 16 as indicated in the search report (See 
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pg. 5934, fig. 2 and the Attached search report); (f) the level of skill in molecular biology is 
high; (g) the results of experiments involving finding an isolated human antibody which 
specifically binds to a protein selected from the group consisting of the sequence which consists 
of amino acid residues 1 to 323 of SEQ ID NO:16 is not predictable; (h) the claims are broadly 
drawn, reciting any isolated human antibody which can be used to produce an antibody which 
binds to a protein selected from the group consisting of the sequence which consists of amino 
acid residues 1 to 323 of SEQ ID NO: 16. Based on the above analysis, one of ordinary kill in the 
art would be subject to undue experimentation in finding an isolated human antibody which 
binds to a protein selected from the group consisting of the sequence which consists of amino 
acid residues 1 to 323 of SEQ ID NO: 16. 

Sequence Rules 

8. This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth as follows: 

All nucleic acid sequences in the specification (See pg. 47) and drawings (See figs 1-13) 
are required to have SEQ ID NO. 

APPLICANT IS GIVEN THE RESPONSE PERIOD SET FORTH IN THIS 
OFFICE ACTION WITHIN WHICH TO COMPLY WITH THE SEQUENCE RULES, 37 
CFR 1.821-1.825. Failure to comply with these requirements will result in ABANDONMENT 
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of the application under 37 CFR 1.821(g). Extensions of time may be obtained by filing a 
petition accompanied by the extension fee under the provisions of 37 CFR 1 . 136. In no case may 
an applicant extend the period for response beyond the six month statutory period. Direct the 
response to the undersigned. Applicant is requested to return a copy of the attached Notice to 
Comply with the response. 

9. Any inquiries concerning this communication or earlier communications from the 
examiner should be directed to Joyce Tung whose telephone number is (703) 305-71 12. The 
examiner can normally be reached on Monday-Friday from 8:00 AM-4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached at (703) 308-1 1 19 on Monday-Friday from 10:00 AM- 
6:00 PM. 

Any inquiries of a general nature or relating to the status of this application should be 
directed to the Chemical/Matrix receptionist whose telephone number is (703) 308-0196. 

1 0. Papers related to this application may be submitted to Group 1 600 by facsimile 
transmission. Papers should be faxed to Art Unit 1637 via the PTO Fax Center located in Crystal 
Mall 1 using (703) 305-3014 or 308-4242. The faxing of such papers must conform with the 
notice published in the Official Gazette, 1096 OG 30 (November 15, 1989). 
Joyce Tung , 
January 10, 




KENNETH R. H0RUCK, PH.D 
PRIMARY EXAMINER 



Application No a 09/988 292 
NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C F R 1 821 - 1 825 for the 
following reason(s) i.o^oTortne 

Ixl 1 ■ ™ s application clearly fails to comply with the requirements of 37 C.F.R. 1 821-1 825 AoDlicant's 
S^May T?990 1 ° pUblished at 1 1 14 0G 29 - Ma V ^ 1990 and at 55 FR 

R7j 2. This application does not contain, as a separate part of the disclosure on paper copy a "Sequence 
°li Listing" as required by 37 C.F.R. 1.821(c). sequence 

J3 3 ' 37°C P F y R f T.S21 (e q ) UenCe LiSti " 9 C ° mPUter f ° rm ^ n0t ^ SUbmitted 8S required 

U 4 ' i^f?t^t" SeqUe r Ce LiS i ir l^" T C ° mpUter readable form has been submitted. However, the 
Lh ! COm 5 Ute t r r , eadable f0rm d0es not com P'y with the requirements of 37 C.F.R 1 822 

and/or 1.823, as .nd.cated on the attached copy of the marked -up "Raw Sequence Listing." ' 

D 5 ' Ii^° mpUte !; dab ' e ? rm that has been filed with this aPPl^ation has been found to be damaged 

nnl f Unrea ? f md,Cated ° n the attached CRF Diskette Probler " Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1.825(d). 

□ 6 - ^ Pa ^Lr P t y ° f * he " Seq . U !?? LiSting " is not the same as the com P uter ^adable from of the 
1 - J Sequence Listing" as required by 37 C.F.R. 1.821(e). 

rj 7. Other: 

Applicant Must Provide: 

g An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

8 ^£S£££ PaPer C ° Py ° f ^ " S6qUenCe LIStin9 " 38 We " 35 an amendment erecting its entry 

H JnnH^Sr* th . 8t H the °° ntent ° f the Paper and computer readable c °P ies are the same and where 
iSSJfc 1 82 U 5(d) n0 ^ 35 reqUir6d by 37 C RR ' l821(e) ° r 1821 ^ or 1 " 821 (9) or 

For questions regarding compliance to these requirements, please contact: 
For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Patentln software help, call (703) 308-6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



